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Amendments to the Specification : 

Please amend the paragraph starting on page 41, line 13 as follows: 
The "therapeutically effective amount" of the active agent in the buccal dosage unit will 
of course depend on the potency of the agent and the intended dosage, which, in turn, is 
dependent on the particular individual undergoing treatment, the specific indication, and the like. 
The buccal dosage unit will generally contain fi^om about 1.0 wt. % to about 60 wt. % active 
agent, preferably on the order of from about 1 wt. % to about 30 wt. % active agent. With regard 
to the bioerodible (hydrolyzable) polymeric carrier, it will be appreciated that virtually any such 
carrier can be used, so long as the desired drug release profile is not compromised, and the 
carrier is compatible with the active agent to be administered, and any other components of the 
buccal dosage unit. Generally, the polymeric carrier comprises a hydrophilic (water-soluble and 
water-swellable) polymer that adheres to the wet surface of the buccal mucosa. Examples of 
polymeric carriers usefiil herein include acrylic acid polymers and co, e.g., those known as 
"carbomers" (Carbopol® CARBOPOL® . which may be obtained from B. F. Goodrich, is one 
such polymer). Other suitable polymers include, but are not limited to: hydrolyzed 
polyvinylalcohol; polyethylene oxides (e.g., Sontry Polyox® SENTRY POLYOX® water 
soluble resins, available from Union Carbide); polyacrylates (e.g., Gantroz® GANTREZ® . 
which may be obtained from GAF); vinyl polymers and copolymers; polyvinylpyrrolidone; 
dextran; guar gum; pectins; starches; and cellulosic polymers such as hydroxypropyl 
methylcellulose, (e.g., Methocel® METHOCEL® . which may be obtained from the Dow 
Chemical Company), hydroxypropyl cellulose (e.g., Klucol® KLUCEL® . which may also be 
obtained from Dow), hydroxypropyl cellulose ethers (see, e.g., U.S. Pat. No. 4,704,285 to 
Alderman), hydroxyethyl cellulose, carboxymethyl cellulose, sodium carboxymethyl cellulose, 
methyl cellulose, ethyl cellulose, cellulose acetate phthalate, cellulose acetate butyrate, and the 
like. 

Please amend the paragraph starting on page 42, line 5 as follows: 
Other components may also be incorporated into the buccal dosage forms described 
herein. The additional components include, but are not limited to, disintegrants, diluents, 

binders, lubricants, flavoring, colorants, preservatives, and the like. Examples of disintegrants 
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that may be used include, but are not limited to, cross-linked polyvinylpyrrolidones, such as 
crospovidone (e.g., Polyplasdono® POLYPLASDONE® XL, which may be obtained fi-om 
GAF), cross-linked carboxylic methylcelluloses, such as croscarmelose (e.g., Ac di sol® AC-DI- 
SOL® , which may be obtained from FMC), alginic acid, and sodium carboxymethyl starches 
(e.g., Explotab® EXP LO TAB® , which may be obtained from Edward Medell Co., Inc.), 
methylcellulose, agar bentonite and alginic acid. Suitable diluents are those which are generally 
usefiil in pharmaceutical formulations prepared using compression techniques, e.g., dicalcium 
phosphate dihydrate (e.g., Di Tab® DI-TAB® . which may be obtained from Stauffer), sugars 
that have been processed by cocrystallization with dextrin (e.g., co-crystallized sucrose and 
dextrin such as Di Pak® DI-PAK® . which may be obtained from Amstar), calcium phosphate, 
cellulose, kaolin, mannitol, sodium chloride, dry starch, powdered sugar and the like. Binders, if 
used, are those that enhance adhesion. Examples of such binders include, but are not limited to, 
starch, gelatin and sugars such as sucrose, dexfrose, molasses, and lactose. Particularly preferred 
lubricants are stearates and stearic acid, and an optimal lubricant is magnesium stearate. 

Please amend the paragraph starting on page 43, line 19 as follows: 
Depending on the particular active agent administered, it may be desirable to incorporate 
a transurethral permeation enhancer in the urethral dosage form. Examples of suitable 
transurethral permeation enhancers include dimethylsulfoxide ("DMSO"), dimethyl formamide 
("DMF"), N, N-dimethylacetamide ("DMA"), decylmethylsulfoxide ("Cio MSO"), polyethylene 
glycol monolaurate ("PEGML"), glycerol monolaurate, lecithin, the 1 -substituted 
azacycloheptan-2-ones, particularly l-n-dodecylcyclazacycloheptan-2-one (available under the 
trademark Azon e ® AZONE® from Nelson Research & Development Co., Irvine, Calif), 
SEP A® (available from Macrochem Co., Lexington, Mass.), surfactants as discussed above, 
including, for example, Tcrgitol® TERGITOL® . Nonoxynol 9® NONOXYNOL-9® and 
TWEEN-80®, and lower alkanols such as ethanol. 

Please amend the paragraph starting on page 48, line 3 as follows: 
As will be appreciated by those working in the field of pharmaceutical formulation, gels- 
are semisoHd, suspension-type systems. Single-phase gels contain organic macromolecules 
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distributed substantially uniformly throughout the carrier liquid, which is typically aqueous, but 
also, preferably, contain an alcohol and, optionally, an oil. Preferred "organic macromolecules," 
i.e., gelling agents, are crosslinked acrylic acid polymers such as the "carbomer" family of 
polymers, e.g., carboxypolyalkylenes that may be obtained commercially under the Carbopol® 
CARBOPOL® trademark. Also preferred are hydrophilic polymers such as polyethylene oxides, 
polyoxyethylene-polyoxj^ropylene copolymers and polyvinylalcohol; cellulosic polymers such 
as hydroxypropyl cellulose, hydroxyethyl cellulose, hydroxypropyl methylcellulose, 
hydroxypropyl methylcellulose phthalate, and methylcellulose; gums such as tragacanth and 
xanthan gum; sodium alginate; and gelatin. In order to prepare a uniform gel, dispersing agents 
such as alcohol or glycerin can be added, or the gelling agent can be dispersed by trituration, 
mechanical mixing, and/or stirring. 

Please amend the paragraph starting on page 50, line 29 as follows: 
Another system available from Medtronic that is commonly utilized for intrathecal 
administration is the is the fiiUy implantable, programmable SynchroM e d® SYNCHROMED® 
Infusion System. The SjmchroM e d® SYNCHROMED® Infiision System has two parts that are 
both placed in the body during a surgical procedure: the catheter and the pump. The catheter is a 
small, soft tube. One end is connected to the catheter port of the pump, and the other end is 
placed in the intrathecal space. The pump is a round metal device about one inch (2.5 cm) thick, 
three inches (8.5 cm) in diameter, and weighs about six ounces (205 g) that stores and releases 
prescribed amounts of medication directly into the intrathecal space. It is made of titanium, a 
lightweight, medical-grade metal. The reservoir is the space inside the pump that holds the 
medication. The fill port is a raised center portion of the pump through which the pump is 
refilled. The doctor or a nurse inserts a needle through the patient's skin and through the fill port 
to fill the pump. Some pumps have a side catheter access port that allows the doctor to inject 
other medications or sterile solutions directly into the catheter, bypassing the pump. 

Please amend the paragraph starting on page 51, line 12 as follows: 

The SynchroMod® SYNCHROMED® pump automatically delivers a controlled amount 

of medication through the catheter to the intrathecal space around the spinal cord, where it is 
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most effective. The exact dosage, rate and timing prescribed by the doctor are entered in the 
pump using a programmer, an external computer-like device that controls the pump's memory. 
Information about the patient's prescription is stored in the pump's memory. The doctor can 
easily review this information by using the programmer. The programmer communicates with 
the pump by radio signals that allow the doctor to tell how the pump is operating at any given 
time. The doctor also can use the programmer to change your medication dosage. 

Please amend the paragraph starting on page 57, line 20 as follows: 
Some other examples of drug delivery approaches focus on non-oral drug delivery, 
providing parenteral, transmucosal, and topical delivery of proteins, peptides, and small 
molecules. For example, the Atrigel® ATRIGEL® drug delivery system marketed by Atrix 
Laboratories Inc. comprises biodegradable polymers, similar to those used in biodegradable 
sutures, dissolved in biocompatible carriers. These pharmaceuticals may be blended into a liquid 
delivery system at the time of manufacturing or, depending upon the product, may be added later 
by a physician at the time of use. Injection of the liquid product subcutaneously or 
intramuscularly through a small gauge needle, or placement into accessible tissue sites through a 
cannula, causes displacement of the carrier with water in the tissue fluids, and a subsequent 
precipitate to form from the polymer into a solid film or implant. The drug encapsulated within 
the implant is then released in a controlled manner as the polymer matrix biodegrades over a 
period ranging from days to months. Examples of such drug delivery systems include Atrix 's 
EMg^ ^LIGARD® . Afetde?^ ®/ Doxirobo® ATRIDOX®/ DOXIROBE® . Atrisorb® FrooFlow" */ 
Atrisorb® D FrccFlow ATRISORB® FREEFLOW™/ ATRISORB®-D FREEFLOW™ , bone 
growth products, and others as described in the following published US and PCT patent 
applications assigned to Atrix Laboratories Inc.: US RE37950; US 6,630,155; US 6,566,144; US 
6,610,252; US 6,565,874; US 6,528,080; US 6,461,631; US 6,395,293; US 6,261,583; US 
6,143,314; US 6,120,789; US 6,071,530; US 5,990,194; US 5,945,115; US 5,888,533; US 
5,792,469; US 5,780,044; US 5,759,563; US 5,744,153; US 5,739,176; US 5,736,152; US 
5,733,950; US 5,702,716; US 5,681,873; US 5,660,849; US 5,599,552; US 5,487,897; US 
5,368,859; US 5,340,849; US 5,324,519; US 5,278,202; US 5,278,201; US200201 14737, 

US20030 195489; US20030133964;US 20010042317; US20020090398; US20020001608; and 
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Please amend the paragraph starting on page 58, line 17 as follows: 
Other drug delivery systems marketed by Atrix Laboratories Inc. focus on topical drug 
delivery. For example, SMP (Solvent Particle System) allows the topical delivery of highly 
water-insoluble drugs. This product allows for a controlled amount of a dissolved drug to 
permeate the epidermal layer of the skin by combining the dissolved drug with a microparticle 
suspension of the drug. The SMP™ system works in stages whereby: 1) the product is applied to 
the skin surface; 2) the product near follicles concentrates at the skin pore; 3) the drug readily 
partitions into skin oils; and 4) the drug diffuses throughout the area. By contrast, MCA® 
(Mucocutaneous Absorption System) is a water-resistant topical gel providing sustained drug 
delivery. MCAW forms a tenacious film for either wet or dry surfaces where: 1) the product is 
applied to the skin or mucosal surface; 2) the product forms a tenacious moisture-resistant film; 
and 3) the adhered film provides sustained release of drug for a period from hours to days. Yet 
another product, BCP™ (Biocompatible Polymer System) provides a non-cytotoxic gel or liquid 
that is applied as a protective film for wound healing. Examples of these systems include 
Qfaiet® ORAJEL® -Ultra Mouth Sore Medicine as well as those as described in the following 
published US patents and applications assigned to Atrix Laboratories Inc.: US 6,537,565; US 
6,432,415; US 6,355,657; US 5,962,006; US 5,725,491; US 5,722,950; US 5,717,030; US 
5,707,647; US 5,632,727; andUS20010033853. 
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